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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election without traverse of Species I in the reply filed on 6 June 2007 
is acknowledged. 

2. Claims 18, 25-26, 28-31 , 38-46, and 49 are withdrawn from further consideration 
pursuant to 37 CFR 1 142(b) as being drawn to a nonelected species, there being no 
allowable generic or linking claim. Election was made without traverse in the reply filed 
on 6 June 2007. 

Information Disclosure Statement 

3. The information disclosure statement filed 6 June 2007 fails to comply with 37 
CFR 1.98(a)(2), which requires a legible copy of each cited foreign patent document; 
each non-patent literature publication or that portion which caused it to be listed; and all 
other information or that portion which caused it to be listed. It has been placed in the 
application file, but the information referred to therein has not been considered. 

Specification 

4. The disclosure is objected to because of the following informalities: page 5 lines 
1 1 and 1 3, page 1 1 line 2, and any other occurrences of the word "cite" for a location 
should be changed to "site"; page 9 line 18 the word "to" should be added after "have"; 
page 9 line 25 the word "to" should be added after "due"; page 9 line 26 the word "film" 
should be added after "hydrophilic"; page 9 line 28 the word "that" should be added after 
"such"; page 10 line 16 the word "be" should be added before "formed"; page 10 line 16 
one of the phrases "may reduce" should be deleted from the end of the line; page 10 
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line 18 the word "a" should be added after "includes"; page 10 line 24 the word "form" 
should be changed to "from"; and page 1 1 line 10 the word "is" should be changed to 
"are". 

Appropriate correction is required. 

5. The lengthy specification has not been checked to the extent necessary to 
determine the presence of all possible minor errors. Applicant's cooperation is 
requested in correcting any errors of which applicant may become aware in the 
specification. 

Claim Objections 

6. Claims 10 and 33 are objected to because of the following informalities: claim 10 
line 5 the word "the" should be added before the word "base"; and claim 33 should have 
a period added at the end. Appropriate correction is required. 

Claim Rejections - 35 USC §112 

7. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

8. Claims 1 , 32, and 33 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. Claims 1 , 32, and 33 cite "extends/extending 
from the housing proximal the opening of the capillary channel" which should be revised 
for clarity. For the purpose of examination, the Examiner has interpreted this as 
meaning that the component claimed both extends distally from the housing and also 
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has a portion of the component that is attached to the housing proximal the opening of 
the capillary channel. 

Claim Rejections - 35 USC § 102 

9. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

10. Claims 1, 3, 6-7, 9-10, 14-17, 19-24, 27, and 32-37 are rejected under 35 
U.S.C. 102(b) as being anticipated by United States Patent 6143164 (Heller et al.). 

Regarding claim 1 , Heller et al. disclose a device for sampling a bodily fluid from 
an incision in skin, comprising: a lancet (skin piercing member 54 Figure 6, Column 12 
lines 2-3) to form the incision in the skin; a housing (Figure 6) coupled to the lancet, the 
housing defining at least in part a capillary channel (sample chamber 26 Figure 5) with 
an opening (distal end of sample chamber 26 Figure 5), the capillary channel being 
sized to draw the bodily fluid from the incision via capillary action; and a flexible sheet 
(sorbent material 34 Figure 5 and tab 33) extending from the housing proximal the 
opening of the capillary channel to draw the bodily fluid into the opening of the capillary 
channel (Column 1 1 lines 1 1-26). 

Regarding claim 3, Heller et al. disclose the device of claim 1, wherein the sheet 
is hydrophilic (cellulose is hydrophilic Column 10 line 59) for enhancing the flow rate of 
the bodily fluid into the capillary channel. 
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Regarding claim 6, Heller et al. disclose the device of claim 1 , wherein the sheet 
is transparent (Column 10 lines 58-60, nylon and polyethylene are at least partially 
transparent as evidenced by United States Patent 5582184 (Erickson et al.) Column 6 
lines 18-20, and a cellulose derivative is transparent as evidenced by United States 
Patent 4095589 (Manschot et al.) Column 2 lines 6-7) for allowing a user to view the 
bodily fluid while being drawn into the capillary channel. 

Regarding claim 7, Heller etal. disclose the device of claim 1, wherein: the 
housing has an outside surface (Figure 6); and the lancet is attached to the outside 
surface of the housing (Column 11 line 63-Column 12 line 5). 

Regarding claim 9, Heller et al. disclose the device of claim 1 , wherein the 
housing defines a registration opening for positioning the housing (hole in proximal end, 
Figures 5 and 6). 

Regarding claim 1 0, Heller et al. disclose the device of claim 1 , wherein: the 
housing includes a base and a spacer member attached to the base (plate 38 Figure 3); 
the spacer member defines a slot (slot in the middle of spacer 28 Figure 3); the sheet 
covers at least a portion of the slot (Figure 5, also Column 17 lines 48-50 sorbent 
material (sheet) is between "working electrode 42 and its corresponding counter 
electrode", Column 17 lines 32-35 the counter electrodes on are another sheet); and the 
spacer member is sandwiched between base and the sheet to form the capillary 
channel in the slot (Column 17 lines 48-50 sorbent material (sheet) is between "working 
electrode 42 and its corresponding counter electrode", Column 17 lines 32-35 the 
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counter electrodes on are another sheet, so the spacer member is sandwiched between 
the sorbent material (sheet) above it and the base below it). 

Regarding claim 14, Heller et al. disclose the device of claim 10, further 
comprising a test area positioned along the capillary channel for analyzing the bodily 
fluid (electrode 42 Figure 5). 

Regarding claim 1 5, Heller et al. disclose the device of claim 1 , wherein the 
lancet includes a lancet tip that extends from the housing past the opening of the 
capillary channel to form the incision (Figure 6 and Column 12 lines 2-5, the lancet tip 
would have to extend past the opening of the capillary channel in order to be injected 
into a patient's skin). 

Regarding claim 16, Heller et al. disclose the device of claim 15, wherein the 
lancet tip has a triangular shape (distal end of skin piercing member 54 Figure 6). 

Regarding claim 17, Heller et al. disclose the device of claim 15, wherein the 
lancet tip has a slanted shape (distal end of skin piercing member 54 Figure 6). 

Regarding claim 19, Heller et al. disclose the device of claim 15, wherein the 
sheet extends past the lancet tip in order for the sheet to remain in contact with the skin 
and draw the bodily fluid when the lancet tip is removed from the skin (tab 33 and 
Column 11 lines 11-27). 

Regarding claim 20, Heller et al. disclose the device of claim 1, wherein the 
housing and the lancet are flat (electrochemical sensor 20 Figure 6 is flat and skin 
piercing member 54 Figure 6 is flat). 
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Regarding claim 21 , Heller et al. disclose the device of claim 1 , further 
comprising means for testing the bodily fluid (electrode 42 Figure 5) in the capillary 
channel. 

Regarding claim 22, Heller et al. disclose the device of claim 21 , wherein the 
means for testing the bodily fluid includes a reagent test strip (Column 17 lines 45-48). 

Regarding claim 23, Heller et al. disclose the device of claim 1 , further 
comprising a testing system (electrode 42 Figure 5) positioned along the capillary 
channel to analyze the bodily fluid. 

Regarding claim 24, Heller et al. disclose the device of claim 23, wherein the 
testing system includes a reagent test strip (Column 17 lines 45-48). 

Regarding claim 27, Heller et al. disclose the device of claim 23, wherein: the 
sheet is hydrophilic (cellulose is hydrophilic Column 1P line 59); and the sheet extends 
along the capillary channel to draw the bodily fluid onto the test system (sorbent 
material 34 in sample chamber 26 Figure 5). 

Regarding claim 32, Heller et al. disclose a method of sampling a bodily fluid 
from an incision in skin, comprising: providing a device that includes a housing (Figure 
6) that defines a capillary channel (sample chamber 26 Figure 5) with an opening (distal 
end of sample chamber 26 Figure 5), a lancet (skin piercing member 54 Figure 6, 
Column 11 line 63-Column 12 line 3) coupled to the housing, and a flexible sheet 
(sorbent material 34 Figure 5 with tab 33 Column 1 1 lines 1 1-26) that extends from the 
housing proximal the opening of the capillary channel; lancing the incision in the skin 
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with the lancet (Column 12 lines 1-5); and drawing the bodily fluid from the incision into 
the capillary channel with the sheet (Column 1 2 lines 6-1 0). 

Regarding claim 33, Heller et al. disclose the method of claim 32, wherein: the 
lancet includes a lancet tip extending from the housing proximal the opening of the 
capillary channel (Figure 6 and Column 12 lines 2-5, the lancet tip would have to extend 
past the opening of the capillary channel in order to be injected into a patient's skin); 
and said drawing includes retracting the lancet tip (Column 12 lines 6-7) from the skin to 
a position with the sheet remaining in contact with the skin (Column 12 lines 7-10). 

Regarding claim 34, Heller et al. disclose the method of claim 33, further 
comprising: wherein the device includes testing means (electrode 42 Figure 5) 
positioned. along the capillary channel; depositing the bodily fluid in the capillary channel 
onto the testing means (Column 18 lines 18-26 and Column 19 lines 61-62); and 
analyzing the bodily fluid with the testing means (Column 19 line 63-Column 20 line 12, 
Column 20 lines 20-21 , Table 1 , and Figure 7). 

Regarding claim 35, Heller et al. disclose the method of claim 34, wherein said 
analyzing includes chemically testing analyte levels in the bodily fluid (Column 20 line 
5). 

Regarding claim 36, Heller et al. disclose the method of claim 34, wherein said 
analyzing includes electrochemically testing analyte level in the bodily fluid (Column 20 
line 5). 

Regarding claim 37, Heller et al. disclose the method of claim 32, further 
comprising: wherein the device includes testing means (electrode 42 Figure 5) 



Application/Control Number: 10/767,522 Page 9 

Art Unit: 3736 

positioned along the capillary channel; depositing the bodily fluid in the capillary channel 
onto the testing means (Column 18 lines 18-26 and Column 19 lines 61-62); and 
analyzing the bodily fluid with the testing means (Column 19 line 63-Column 20 line 12, 
Column 20 lines 20-21 , Table 1 , and Figure 7). 

11. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

12. Claims 47-48 and 51-54 are rejected under 35 U.S.C. 102(e) as being 
anticipated by United States Patent Publication 2003/0028087 (Yuzhakov et al.). 

Regarding claim 47, Yuzhakov et al. disclose an integrated bodily fluid sampling 
device for sampling a bodily fluid from an incision in skin, comprising: a housing (test 
strip 20 Figure 3) defining a capillary channel (fluid pathways 24 Figure 3) with an 
opening configured to draw the bodily fluid via capillary action; a lancet (skin piercing 
elements 22 Figure 3) having a lancet tip for forming the incision in the skin, the lancet 
being attached to the housing with the lancet tip extending from around the opening of 
the channel, the lancet being immovable with respect to the housing ([0069] lines 5-8); 
and means for testing the bodily fluid positioned along the channel (reaction area 14 
Figure 3). 
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Regarding claim 48, Yuzhakov et al. disclose the device of claim 47, wherein the 
means for testing the bodily fluid includes a chemical reagent test strip (reagent 16 is 
part of reaction area 14, Figure 3). 

Regarding claim 51, Yuzhakov et al. disclose the device of claim 47, wherein the 
lancet has a flat shape (microneedles 44 and 48 Figures 5A and 5B). 

Regarding claim 52, Yuzhakov et al. disclose the device of claim 47, wherein the 
housing includes: a base (support material 6 Figure 3); a cover (support material 8 
Figure 3); and a spacer (spacer layer 12 Figure 3) sandwiched between the base and 
the cover to define the channel. 

Regarding claim 53, Yuzhakov et al. disclose the device of claim 52, wherein the 
lancet, the base, the cover and the lancet have an overall flat shape (Figure 3). 

Regarding claim 54, Yuzhakov et al. disclose the device of claim 47, wherein the 
housing defines a notch at the opening of the channel for minimizing dose hesitation of 
the bodily fluid into the opening (notch defined by sets of micro-needles 44, 48 and 
spacer layer 50 Figures 5A and 5B). 

Claim Rejections - 35 USC § 103 
13. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set.forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
. Patentability shall not be negatived by the manner in which the invention was made. 
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14. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

15. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

16. Claim 50 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Yuzhakov et al. in view of Heller et al. 

Regarding claim 50, Yuzhakov et al. disclose the device of claim 47 (see 102(e) 
rejection of claim 47 above). Yuzhakov et al. do not disclose a sheet of hydrophilic film 
extending from the opening of the channel for drawing the bodily fluid into the channel. 
Heller et al. teach the use of a sheet of hydrophilic film extending from the opening of 
the channel for drawing the bodily fluid into the channel (Column 11 lines 11-26). It 
would have been obvious to one having ordinary skill in the art at the time the invention 
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was made to use such a sheet of hydrophilic film extending from the opening of the 
channel for drawing the bodily fluid into the channel as taught by Heller et al. in the 
invention of Yuzhakov et al. because this would further assist with the wicking in 
Yuzhakov et al.'s invention (Yuzhakov et al. [0070] lines 14-20, Heller et al. Column 1 1 
lines 11-16). 

17. Claims 2 and 11-13 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Heller et al. in view of WO 00/19185 (Miltner et al.). References to Miltner et al. 
are to the English translation of WO 00/1 91 85 (United States Patent 6707554). 

Regarding claim 2, Heller et al. disclose the device of claim 1 (see 102(b) 
rejection of claim 1 above). Heller et al. do not disclose that the housing defines a notch 
at the opening of the capillary channel to minimize dose hesitation of the bodily fluid into 
the capillary channel. Miltner et al. teach the use of the housing defining a notch at the 
opening of the capillary channel to minimize dose hesitation of the bodily fluid into the 
capillary channel (opening 5 Figure 1A). It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to use such a housing that 
defines a notch at the opening of the capillary channel to minimize dose hesitation of 
the bodily fluid into the capillary channel as taught by Miltner et al. in the invention of 
Heller et al. because both devices have openings to collect blood in a capillary channel 
(Miltner et al. Column 7 lines 56-62, Heller et al. Column 1 1 lines 34-36). 

Regarding claim 11, Heller et al. disclose the device of claim 10 (see 102(b) 
rejection of claim 10 above), wherein the housing includes a cover covering the sheet 
over the slot (Heller et al. plate 38 Figure 3). Heller et al. do not disclose a vent 
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member defining a vent opening for exhausting gas from the capillary channel. Miltner 
et al. teach a vent member (portion of cover foil 3 proximal reagent paper 6, Figures 1 A 
and 1B) defining a vent opening for exhausting gas from the capillary channel (opening 
in capillary gap 7 proximal reagent paper 6, Figure 1 A). It would have been obvious to 
one having ordinary skill in the art at the time the invention was made to use such a 
vent member defining a vent opening for exhausting gas from the capillary channel as 
taught by Miltner et al. in the invention of Heller et al. because this would prevent air 
from being trapped inside the capillary channel that would make it more difficult for the 
blood to reach all of the electrodes and it was well known to one of ordinary skill in the 
art at the time the invention was made to use such a vent member in a test strip. 

Regarding claim 12, Heller et al. as modified by Miltner et al. disclose the device 
of claim 11, further comprising a test area positioned along the capillary channel in 
which the bodily fluid is analyzed (Heller et al. electrode 42 Figure 5), wherein the vent 
opening (Miltner et al. opening in capillary gap 7 proximal reagent paper 6, Figure 1 A) is 
defined between the test area (Miltner et al. detection zone 10 Figure 1A) and the vent 
member (Miltner et al. portion of cover foil 3 proximal reagent paper 6, Figure 1 A). 

Regarding claim 13, Heller et al. as modified by Miltner et al. disclose the device 
of claim 12, wherein the test area includes a reagent test strip (Heller et al. Column 17 
lines 45-48). 

18. Claim 8 is rejected under 35 U.S.C. 103(a) as being unpatentable over Heller et 
al. in view of United States Patent Publication 2001/0027277 (Klitmose). 
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Regarding claim 8, Heller et al. disclose the device of claim 7 (see 102(b) 
rejection of claim 7 above). Heller et al. do not disclose that the lancet is glued to the 
outside surface of the housing. Klitmose teaches the use of gluing the lancet to the 
outside surface of the housing ([0042] lines 1-2). It would have been obvious to one 
having ordinary skill in the art at the time the invention was made to use such a lancet 
glued to the outside surface of the housing as taught by Klitmose in the invention of 
Heller et al. because this would minimize the number of items a patient would have to 
carry (Klitmose [0007] lines 1-5) and would easily ensure that the patient has enough 
reagent carrying strips and lancets (Klitmose [0005] lines 3-12 and [0010] lines 5-7). 
19. Claims 4 and 5 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Heller et al. in view of United States Patent 6045497 (Schweich, Jr. et al.). 

Regarding claim 4, Heller et al. disclose the device of claim 3 (see 102(b) 
rejection of claim 3 above). Heller et al. do not disclose that the sheet is coated with a 
hydrophilic coating. Schweich, Jr. et al. teach the use of a hydrophilic coating (Column 
1 1 lines 48-49). It would have been obvious to one having ordinary skill in the art at the 
time the invention was made to use such a hydrophilic coating as taught by Schweich, 
Jr. et al. in the invention of Heller et al. because this could provide cost savings in the 
invention of Heller et al.'s sorbent material. 

Regarding claim 5, Heller et al. as modified by Schweich, Jr. et al. disclose the 
device of claim 4, wherein the hydrophilic coating includes aluminum oxide (Schweich, 
Jr. et al. Column 1 1 lines 57-59). 
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Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Emily M. Lloyd whose telephone number is 571-272- 
2951 . The examiner can normally be reached on Monday through Friday 8:30 AM - 5 
PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on 571-272-4726. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Emily M Lloyd 
Examiner 
Art Unit 3736 
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